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Public Health Service, HHS § 73.3 

Overlap select agent and/or toxin 
means a biological agent or toxin list-
ed in § 73.4 and 9 CFR part 121.4. 

Principal investigator means the one 
individual who is designated by the en-
tity to direct a project or program and 
who is responsible to the entity for the 
scientific and technical direction of 
that project or program. 

Proficiency testing means the process 
of determining the competency of an 
individual or laboratory to perform a 
specified test or procedure. 

Responsible Official means the indi-
vidual designated by an entity with the 
authority and control to ensure com-
pliance with the regulations in this 
part. 

Select agent and/or toxin means unless 
otherwise specified, all of the biologi-
cal agents or toxins listed in §§ 73.3 and 
73.4. 

Specimen means samples of material 
from humans, animals, plants or the 
environment or isolates or cultures 
from such samples for the diagnosis, 
verification, or proficiency testing. 

State means any of the several States 
of the United States, the Common-
wealth of the Northern Mariana Is-
lands, the Commonwealth of Puerto 
Rico, the District of Columbia, Guam, 
the Virgin Islands of the United States, 
or any other territory or possession of 
the United States. 

Toxin means the toxic material or 
product of plants, animals, microorga-
nisms (including, but not limited to, 
bacteria, viruses, fungi, rickettsiae, or 
protozoa), or infectious substances, or 
a recombinant or synthesized mol-
ecule, whatever their origin and meth-
od of production, and includes any poi-
sonous substance or biological product 
that may be engineered as a result of 
biotechnology, produced by a living or-
ganism; or any poisonous isomer or bi-
ological product, homolog, or deriva-
tive of such a substance. 

United States means all of the States. 
USDA means the United States De-

partment of Agriculture. 
Verification means the demonstration 

of obtaining established performance 
(e.g., accuracy, precision, and the ana-
lytical sensitivity and specificity) 
specifications for any procedure used 
for diagnosis. 

§ 73.2 Purpose and scope. 
This part implements the provisions 

of the Public Health Security and Bio-
terrorism Preparedness and Response 
Act of 2002 setting forth the require-
ments for possession, use, and transfer 
of select agents and toxins. The bio-
logical agents and toxins listed in this 
part have the potential to pose a severe 
threat to public health and safety, to 
animal health, or to animal products. 
Overlap select agents and toxins are 
subject to regulation by both CDC and 
APHIS. 

§ 73.3 HHS select agents and toxins. 
(a) Except for exclusions under para-

graphs (d) and (e) of this section, the 
HHS Secretary has determined that 
the biological agents and toxins listed 
in this section have the potential to 
pose a severe threat to public health 
and safety. 

(b) HHS select agents and toxins: 
Abrin 
Botulinum neurotoxins 
Botulinum neurotoxin producing species of 

Clostridium 
Cercopithecine herpesvirus 1 (Herpes B virus) 
Clostridium perfringens epsilon toxin 
Coccidioides posadasii/Coccidioides immitis 
Conotoxins 
Coxiella burnetii 
Crimean-Congo haemorrhagic fever virus 
Diacetoxyscirpenol 
Eastern Equine Encephalitis virus 
Ebola viruses 
Francisella tularensis 
Lassa fever virus 
Marburg virus 
Monkeypox virus 
Reconstructed replication competent forms 

of the 1918 pandemic influenza virus con-
taining any portion of the coding regions 
of all eight gene segments (Reconstructed 
1918 Influenza virus) 

Ricin 
Rickettsia prowazekii 
Rickettsia rickettsii 
Saxitoxin 
Shiga-like ribosome inactivating proteins 
Shigatoxin 
South American Haemorrhagic Fever viruses 

(Junin, Machupo, Sabia, Flexal, Guanarito) 
Staphylococcal enterotoxins 
T–2 toxin 
Tetrodotoxin 
Tick-borne encephalitis complex (flavi) vi-

ruses (Central European Tick-borne en-
cephalitis, Far Eastern Tick-borne enceph-
alitis [Russian Spring and Summer enceph-
alitis, Kyasanur Forest disease, Omsk 
Hemorrhagic Fever]) 
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